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1. Provisions of this Final Rule -- Changes to the MtC
Regul ati ons

For the conveni ence of the reader, listed below are al
significant changes to the M+tC regul ations that are set forth in
this final rule. Please note that changes stemming fromthe
BBRA, whi ch--unlike those changes |listed bel ow-are subject to
public conment, are all discussed in a discrete section of this
preanble (section I.C) and thus are not |isted here. In
addition, we caution the reader that the list below is intended
solely as a reference aid, rather than as a policy sumary.

e In 8422.2, we are revising the definition of "service
area", as well as naking m nor technical changes to several other
definitions.

W are revising 8422.50(a) to allow individuals and
enpl oyer group nmenbers who becone entitled to Medicare and live
outsi de of the service area to convert to an MFC plan if they
were previously enrolled in a commercial plan offered by the MC
organi zati on, provided these individuals receive full plan
benefits and M+tC access and availability standards are net.

e To allow us the flexibility to vary the tinefranes for
the enrol I nent transm ssion schedule in the future, we are
amendi ng 8422.60(e)(6) to state "upon receipt of the election

formor fromthe date a vacancy occurs for an individual who was
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accepted for future enrollnment, the M-C organi zation transnits
within time frames specified by HCFA, the informati on necessary
for HCFA to add the beneficiary to its records as an enrollee of
t he M+C organi zation."

W are revising 8422.60(f)(3) to state that "upon receipt
of the election formfromthe enpl oyer, the MC organi zati on mnust
submt the enrollnment within time franmes specified by HCFA. "

e In order to avoid introducing confusion between
responsi bilities of M-C organi zati ons and HCFA, we have
elimnated material in 8422.64 concerning HCFA s information
responsi bilities and noved necessary nmaterial to 8422.111.

* We have nodified 8422.66(b)(3)(i) to state that the
timeframe to submt disenrollnment transactions will be "specified
by HCFA, " and have made a conform ng change at 8422.66(f)(2), as
opposed to within 15 days.

e At 8422.66(d) we are clarifying that an M+C organi zation
nmust accept any eligible individual who is enrolled in a health

plan offered by "an" MtC organi zation to apply to a specific MC
organi zati on, nanely the organi zation that offers both the
commercial health plan in which the individual is enrolled and
the MHC plan in which the individual will be enrolling.

e At 8422.74(b)(3)(ii) we are permtting an MC

organi zation that has reduced an M+C plan's service area to offer
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conti nued enrollnent in one of its MtC plans to enrollees in al

or a portion of the reduced area if enrollees agree to receive
"basi ¢ benefits" exclusively at designated facilities within the
pl an's new service area.

W are adding a provision to 8422.74(d)(1)(iv) that
expressly provides an M+C organi zation the option to discontinue
an optional supplenental benefit for which prem uns are not paid,
while retaining the beneficiary as an MtC enrol | ee.

« W are changing the requirenent at 8422.74(d)(4) to state
that the M+C nust disenroll an individual, unless he or she
chooses the continuation option, if the individual noves out of
the plan's service area for over 6 nonths, rather than 12 nont hs.

e« W are adding wallet card instructions to the list of
exanpl es of marketing materials at 8422.80(b)(5)(v), to ensure
that wallet card instructions to enrollees are consistent with
the statute and regul ations, particularly requirenents that apply
to energency and urgently needed services.

 We are revising 8422.80(e) to permt nore flexibility for
providers in distributing materials to M+C enrol | ees.

W are adding a new 8422.80(e)(1)(viii) that prohibits
new M+C pl an nanes that exclude the disabl ed popul ation

« W are renoving the definition of post-stabilization

services in 8422.100(b)(1)(iv) and instead including all post-
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stabilization requirenents in new 8422.113. See section Il.C of
this preanble for a full discussion of changes in the post-
stabilization requirenents.

* W are specifying at 8422.100(b)(1)(vi) and 8422.113 that
M+-C organi zations are required to cover anbul ance services
di spat ched through 911 or its local equival ent when use of other
forms of transportation would endanger the health of the
beneficiary.

W are adding a provision at 8422.101(a) to state
explicitly that services nay be provided outside of the service
area of the plan if the services are accessible and available to
enrol | ees.

e To pronote beneficiary freedom of choi ce anong providers,
8422.105 is revised to permt use of the POS option for in-
network providers, rather than only for providers outside the
pl an net wor K.

e To clarify our existing policy, we are clearly
delineating HCFA' s review authority in 8422.106 for enpl oyer
group health plans and Medi cai d pl ans.

 We are adding a new 8422.108(f) to clarify that a State
cannot take away an M+C organi zation's Federal rights to bill or
authorize providers to bill for services for which Medicare is

not the prinmary payer.
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W are revising 8422.109(b)(5) to provide that MC
enrol | ees are responsible only for coi nsurance anounts.

W are revising 8422.111(e) to decouple the enrollee
notice tine frame fromthe “i ssuance or receipt” of a notice of
term nation and instead require that an MtC organi zati on make a
good faith effort to provide witten notice at | east 30 cal endar
days before the term nation effective date.

 We are revising 8422.112(a)(3) to clarify that an MtC
organi zati on shall authorize out-of-network specialty care when
its plan network is unavail able or inadequate to neet an
enrol | ee's nedi cal needs.

At new 8422.113(b) we are specifying that "urgently
needed services" are not "energency services."

e W are clarifying at 8422.113(b)(2)(ii) that prior
aut hori zation nmay not be required fromthe beneficiary in wall et
card instructions or in other enrollee materials . W are al so
speci fying that instructions on what to do in an energency shoul d
i nclude a statenment specifying that in the event of an imedi ate
and serious threat to health, the enrollee my call 911.

 We are revising 8422.113(b)(2)(iii) to expressly set
forth the requirenent that MtC organi zati ons assune financi al
responsi bility for services neeting the prudent |ayperson

definition of enmergency at 8422.2 regardl ess of final diagnosis.
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* In order to clarify the distinction between a renoval of
deened status by HCFA based on HCFA's own survey and a renoval
based on a determ nation by an accreditation organi zati on based
on its accreditation survey, we are revising 8422.156(a) to
separate these two situations.

 We are revising 8422.157(a)(3) to relax the prohibition
on the participation of managed care organi zati on representatives
in private accreditation organization activities.

* We are revising 8422.158(e) to provide that we will act
within the sane tineframes that apply to fee-for-service deem ng.

e To help clarify that the appeals procedures apply only
for adverse participation decisions, we are redesignating the
provi der appeal s procedures from 8422.204(c) to new 8422.202(d).

e Section 422.204 has been re-titled "Provider selection
and credentialing" and contains the general rule that an
organi zati on nmust have witten policies and procedures for the
sel ection and eval uati on of providers.

« W are consolidating the regul ati ons concerni ng
antidiscrimnation and choice of providers into new 8422.205. W
reaf firmthat M-C organi zations are prohibited from
di scri m nati ng agai nst providers based solely on their licensure

or certification, and specify that when an M+C organi zati on
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declines to include a provider inits network, it nust notify the
provi der of the reason for its decision.

* We have revised 8422.214 to clarify the rules concerning
paynments to noncontracting providers.

* We have revised 8422.216(f) to indicate that, for PFFS
pur poses, "deened contract" providers are considered to be
noncontracti ng provi ders when they furnish services in an
enmer gency departnent of a hospital.

 We are revising 8422.257 to permit MC organizations to
require that their contractors provide themw th conpl ete and
accur ate encounter data.

e« W are adding two ternms -- "first tier" and "downstreant
-- to the list of definitions at 8422.500 that we believe clarify
the types of entities to which the M-C contracting requirenents
descri bed at 8422.502(i) apply.

e« W are revising the definition of "clean claim in
8422.500 to require that clainms include data for encounter data
subm ssi on, and neet the original Medicare "clean clainf
requirenents in order to be considered a clean claim

e In consultation with the Ofice of Inspector CGeneral, we
are revising the conpliance plan requirenents under 8422.501 to

el i m nate mandatory self-reporting.
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e In order to ensure that M+tC enrol |l ees are not put at
financial risk in situations where provider groups or other
entities "downstreamt from an MC organi zati on becone insol vent,
we are revising 8422.502 to strengthen the protections for
Medi care enrollees in situations where an MtC organi zation or its
contractors encounter financial difficulties.

e Section 422.502(1), concerning certifications of the
accuracy of paynment data, has been nodified to be consistent with
the OGs “good faith" standard, under which M+C organi zati ons
certify the accuracy of paynent information to their "best

know edge, information, and belief."” W are also permtting the
del egation of this responsibility to individuals other than the
CEO or CFO of the M+C organi zati on.

W are revising 8422.506(a)(2)(i) to permt an M+C
organi zation until July 1 to notify us of its intent not to renew
its MrC contract for the upcom ng contract year

* W& are deleting 8422.506(b)(ii) in response to a concern
that the standard for declining to renew an M-C contract was too
vague to enforce.

W are adding a new 8422.510(a)(12) that would specify

that a substantial failure to conply with marketing guidelines is

grounds for term nation, non-renewal, or internedi ate sanction.
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« W are changing the | anguage at section 8422.520(a)(3) to
i ndicate that non-clean clains and the remaining 5 percent of
clean clainms not paid within 30 days nust be either paid or
denied within 60 cal endar days fromthe date of the request.

« W are revising the definition of an organi zation
determ nati on under 8422.566 to provide additional clarity as to
the types of situations that constitute an organi zation
determination and thus give rise to the pursuant appeal rights.

. To further clarify the grounds on which an M+C
organi zati on may seek an extension, and to ensure an enrollee is
adequately advi sed of the MtC organi zation's use of an extension,
we are adding | anguage to both 88422.568(a) and 422.572(b) that
requires an MtC organi zation to notify the enrollee in witing of
the reasons for the extension, and to informthe enrollee of the
right to file a grievance if he or she disagrees with the MtC
organi zation's deci si on.

W are revising 8422.568(c) and (d) to nodify the
requi renent concerning witten notification of MHC enroll ees when
a service is denied in whole in or part.

* We have added new 8422. 619 concerning effectuation of

expedi ted reconsi deration determ nations.



HCFA- 1030- FC 690
« W& have revised 8422.620 to elimnate the requirenment that
M+-C organi zations distribute to enrollees the notification of
noncover age of inpatient hospital care.
W have al so made many minor technical and conform ng
changes to the MtC regul ations to ensure that citation references
are accurate, use nore consistent term nol ogy, and correct

typographical errors in the current regulations.
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V. Collection of Information Requirenents

Under the PRA, we are required to provide 30-day notice in
the Federal Register and solicit public coment before a
collection of information requirenent is submtted to the Ofice
of Managenent and Budget (OVB) for review and approval. |In order
to fairly evaluate whether an information collection should be
approved by OVB, section 3506(c)(2)(A) of the PRA requires that
we solicit comrent on the follow ng issues:

e The need for the information collection and its useful ness
in carrying out the proper functions of our agency.

e The accuracy of our estinmate of the information collection
bur den.

e The quality, utility, and clarity of the information to be
col | ect ed.

* Recomendations to mnimze the information collection
burden on the affected public, including automated collection
t echni ques.

We are soliciting public cormment on each of these issues for
the sections that contain information collection requirenents.
Note: Unless otherwi se noted below, all information collection
requirenents in this rule are currently approved under OVB
approval #0938-0753, which currently expires August 31, 2000.

Section 422.60 El ection process.
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Par agraph (b) of this section states that M-C organi zati ons

may submt information on enrollnment capacity of plans they offer

by July 1 of each year as provided by 8422.306(a)(1). The burden

associated with this reporting provision is captured under

8422. 306.

Section 422.74 Disenroll nent by the MrC organi zati on

Paragraph (c) of this section requires that if the
di senrol Il ment is for any reason other than death or |oss of
entitlenment to Part A or Part B, the MtC organi zati on nust give
the individual a witten notice of the disenrollnment with an
expl anation of why the M+C organi zation is planning to disenrol
the individual. Notices for reasons specified in paragraphs
(b)(1) through (b)(2)(i) must include an explanation of the
individual's right to a hearing under the M:C organi zation's
gri evance procedures. This requirenent is currently approved
under 0938-0763, which expires March 31, 2003.

Section 422.111 Di sclosure requirenents

Par agraph (e) requires the M+C organization to nake a good
faith effort to provide witten notice of a termnation of a
contracted provider at |east 30 cal endar days (revised from 15
days) before the termnation effective date to all enrollees who
are patients seen on a regular basis by the provider whose
contract is termnating. The burden associated with this

requi renent has not changed.
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Section 422.113 Special rules for anbul ance services, energency

and urgently needed services, and nmai nt enance and

post-stabilization care services

Par agraph (b)(2) of this section requires that enroll ees be
informed of their right to call 911.

The burden associated with this disclosure provision is the
time it takes an M+C organi zation to i nform each beneficiary of
his or her right. |In addition, instructions to seek prior
aut hori zation for energency services and/or before the enrollee
has been stabilized nay not be included in any materials
furnished to the enrollee. W anticipate that these requirenents
will be provided as part of standard enroll nment disclosures.
Therefore, the burden associated with this requirenent is
contained in section 422. 64.

Section 422.152 CQuality assessnent and perfornmance i nprovenent

program

Paragraph (e) of this section requires that an organi zation
of fering an M-C pl an, non-network MSA plan, or private fee-for-
service plan to neasure performance under the plan using standard
nmeasures required by HCFA and report its performance to HCFA
The standard neasures may be specified in uniformdata collection
and reporting instrunents required by HCFA and will relate to
clinical areas including effectiveness of care, enrollee

perception of care, and use of services and to nonclinical areas
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i ncludi ng access to and availability of services, appeals and
gri evances, and organi zational characteristics.

The burden associated with this reporting provision is the
time it takes an M+C organi zation to gather and submt the
information. “All Medicare+Choi ce organi zati ons and an
organi zation offering an M+C non-network MSA plan or an MtC
private fee-for-service plan will be required to neasure
performance under their plans, using standard neasures required
by HCFA, and report their performance to HCFA. Reporting will be
required annually. Currently the standard neasures that will be
required will nost likely be those already captured in HEDI S and
CAHPS, approved under OVB # 0938-0701. The currently approved
annual per plan burden is estimated to be 400.53 hours.

Therefore, the total burden associated with this requirenent is
180, 239 hours (400.53 hours x 450 plans (100 new 350 current)).

Section 422.202 Participation procedures

Paragraph (d) of this section requires that an M+C
organi zati on that suspends or term nates an agreenent under which
t he physician provides services to MtC plan enroll ees give the
affected individual witten notice as required by this section.
This section also requires that an MtC organi zati on that
suspends or term nates a contract with a physician because of

deficiencies in the quality of care give witten notice of that
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action to licensing or disciplinary bodies or to other
appropriate authorities.

The burden associated with these reporting provisions is the
time it takes an M+C organi zation to wite the notice and give it
to the practitioner and the appropriate |licensing, or
di sci plinary bodies or to other appropriate authorities. W
estimate that it will take 450 plans, 10 hours to produce and
di scl ose 10 notices on an annual basis, for a national annua
burden of 4,500 hours.

In addition this paragraph requires that an M+C organi zati on
and a contracting provider nust provide at |east 60 days witten
notice to each other before term nating the contract w thout
cause.

The burden associated with this reporting provision is the
time it takes an M+C organi zation and provider to wite the
notice and furnish it to the other party. W estimate that 450
entities will be required to wite 10 notices, at 1 hour per
notice, for a national annual burden of 4,500 hours.

Section 422.205 Provider antidiscrimnation rules

The reporting requirenent of this section requires that, if
an M+C organi zation declines to include a given provider or group
of providers inits network, it furnish witten notice to the

af fected provider(s) of the reason for the decision.
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The burden associated with this reporting provision is the

time it takes an M+C organi zation to wite and provide the

required notice. W estinmate that it will take 450 plans, 30

m nutes to produce and disclose 20 notices on an annual basis,

for a national annual burden of 4,500 hours.

Section 422.206 Interference with health care professionals'

advice to enroll ees prohibited

The reporting requirenent in paragraph (b)(2) requires that,
t hrough appropriate witten neans, an MtC organi zati on nake
avai l abl e informati on on any consci ence protected policies to
HCFA, with its application for a Medicare contract, within 10
days of submtting its ACR proposal or, for policy changes, in
accordance with 8422.80 (concerning approval of marketing
materials and election fornms) and with 8422.111. Wth respect to
current enrollees, the organization is eligible for the exception
provi ded in paragraph (b)(1) of this section if it provides
notice within 90 days after adopting the policy at issue.

The revision to the information collection provisions
requires the M+C organi zation to nake avail abl e policy changes.
W estimate that it will take 30 minutes for each of the 450 MtC
organi zations to conply, for a total of 2,225 hours nationally on
an annual basis.

Section 422.257 Encounter data
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Paragraph (d)(1) of this section requires that MC
organi zati ons nust submt data that conformto the requirenents
for equivalent data for Medicare fee-for-service, when
appropriate, and to all relevant national standards. W+C
organi zati ons nust obtain the encounter data required by HCFA
fromthe provider, supplier, physician, or other practitioner
that rendered the services. |In addition, MC organizations may
include in their contracts with providers, suppliers, physicians,
and ot her practitioners, provisions that require subm ssion of
conpl ete and accurate encounter data as required by HCFA
The burden associated with this paragraph is currently
approved under OVB approval # 0938-0753.

Section 422.568 Standard tinefranes and notice requirenents for

organi zati on determnm nati ons

Under paragraph (a) of this section, when a party has nade a
request for a service, the M+C organi zation nust notify the
enrollee of its determ nation as expeditiously as the enrollee's
health condition requires, but no later than 14 cal endar days
after the date the organi zation receives the request for a
standard organi zati on determ nation. The M+C organi zati on may
extend the timefrane by up to 14 cal endar days if the enrollee
requests the extension or if the organization justifies a need
for additional information and how the delay is in the interest

of the enrollee. Wen the MC organi zati on extends the
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timeframe, it must notify the enrollee in witing of the reasons
for the delay and informthe enrollee of the right to file a
grievance if he or she disagrees with the M+C organi zation's
decision to grant an extension. The MtC organi zati on nust notify
the enrollee of its determ nation as expeditiously as the
enrollee's health condition requires, but no |later than upon

expi ration of the extension.

The revision to this provision is that requiring the MC
organi zation to notify the beneficiary of its reasons for del ay
and of the right to file a grievance.

W estimate that this requirement will add 40 hours for each
of the 450 MC organizations to the burden currently captured
under 0938-0753, for an annual addition of 18,000 hours.

Under paragraph (c), at each patient encounter with an M+C
enrollee, a practitioner nust notify the enrollee of his or her
right to receive, upon request, a detailed notice fromthe MC
organi zation regarding the enrollee’s services. The practitioner
nmust provide the enrollee with conplete information, using
approved notice | anguage in a readabl e and understandabl e form
necessary to contact the MC organi zation.

The burden associated with this reporting provision is the
time it takes a practitioner to notify the beneficiary. W

estimate that there will be 160 encounters per entity (450) and
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that each notification will take an average of 15 minutes to do
so, for a national annual burden of 4,500 hours.

Under paragraph (d), if an enrollee requests an M+C
organi zation to provide a detailed notice of a practitioner’s
decision to deny a service in whole or in part, or if an M+C
organi zati on deci des to deny service or paynent in whole or in
part, it nust give the enrollee witten notice of the
det erm nati on.

In addition to the currently approved burden under 0938-
0753, the burden associated with this reporting provision is the
time it takes to wite the detailed decision and provide it to
the beneficiary. W estimate that there will be 160 occasi ons
per entity (450)for which a detail ed decision nust be provided
and that each notification will take an average of 15 m nutes for
a national annual burden of 4,500 hours.

Under paragraph (e), the notice of any denial under
par agraph (d) of this section nust, in addition to currently
approved requirenents, (1) for service denials, describe both the
standard and expedited reconsi deration processes, including the
enrollee’s right to, and conditions for, obtaining an expedited
reconsi deration and the rest of the appeal process; and (2) for
paynment denials, describe the standard reconsiderati on process

and the rest of the appeal process.
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The burden associated with this reporting provision is the
time it takes an M+C organi zation to add the required infornmation
to a notice. W estimate that it will take 450 plans 1 hour to
produce and di scl ose the necessary | anguage on an annual basis,
for a national annual burden of 450 hours.

Section 422.570 Expediting certain organi zati on deterni nati ons

The information collection requirenent in this section
((d)(2)(iii)) that is not currently approved under 0938-0753
requires that, if an MtC organi zati on denies a request for
expedited determ nation, it nust take give the enrollee pronpt
oral notice of the denial and subsequently deliver, within 2
cal endar days (proposed as 2 working days), a witten letter that
informs the enrollee of the right to resubnmt a request for an
expedited determ nation with a physician's support. The
currently approved burden, associated with this requirenent has
not changed.

Section 422.572 Tinefranes and notice requirenents for

expedi ted organi zati on determ nati ons

The information collection requirenent change to paragraph
(b) requires that, when the MtC organi zati on extends the
deadline, it notify the enrollee in witing of the reasons for
the delay and informthe enrollee of the right to file a
grievance if he or she disagrees with the M+C organi zation's

deci sion to grant an extension.
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The additi onal burden associated with this requirenents set

forth in this section is the tine it takes an MtC organi zation to

notify the beneficiary of the delay and the reasons for it. W

estimate that 450 plans will provide extension notices to

approxi mately 100 of their M:C enroll ees on an annual basis and

it will take an average of 5 m nutes per notification.

Therefore, the annual national burden is estimated to be 3,750

hours.

Section 422.584 Expediting certain reconsiderations

The information collection change to this section requires
that, if an M+C organi zati on denies a request for expedited
reconsi deration, it nust give the enrollee pronpt oral notice,
and subsequently deliver, within 2 calendar days, a witten
letter that (in addition to currently approved discl osure
requirenents) infornms the enrollee of the right to resubmt a
request for an expedited reconsideration with a physician's
support.

The one tinme burden associated with this disclosure
requirenent is the tine it takes an MtC organi zation to add the
requi site language to the letter it furnishes to the beneficiary.
W estimate that it will take each MtC organi zation (450) an
average of 30 mnutes to add the | anguage to its current letter
for notifying beneficiaries, for a national annual burden of

2, 250 hours.
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8422.620 How enrol | ees of M+C organi zati ons nust be notified of
noncover age of inpatient hospital care.

The information collection change to this section the
clarification that in all cases in which a determ nation is nade
that inpatient hospital care is no | onger necessary, no |ater
than the day before hospital coverage ends, the hospital (as
provi ded under paragraph (d) of this section) or M:C organi zation
must provide witten notice to the enrollee that includes the
el enents described in this section. The burden associated with
this requirenment is currently approved and captured under
422.622.

We have submtted a copy of this final rule to OVB for its
review of the revised information collection requirenments
in 88422.60, 422.74, 422.111, 422.113, 422.152, 422.205, 422. 206,
422. 257, 422.568, 422.570, 422.572, 422.584, and 422.620. These
revised requirenments are not effective until they have been
approved by QOWVB.

If you have any comrents on any of these infornmation
coll ection and record keeping requirenments, please nail the
original and 3 copies within 30 days of this publication date
directly to the follow ng
Heal t h Care Financing Adm nistration,

Ofice of Informati on Servi ces,
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I nformati on Technol ogy | nvest ment Managenent G oup,

Di vi sion of HCFA Enterprise Standards,

Room N2-14-26, 7500 Security Boul evard,

Baltinore, MD 21244-1850.

Attn: John Burke HCFA-1030-FC.
And, O fice of Information and Regul atory Affairs,

O fice of Managenent and Budget,

Room 10235, New Executive O fice Building,

Washi ngton, DC 20503,

Attn: Allison Heron Eydt, HCFA Desk O ficer.
V. Regul atory | npact Statenent
A.  Introduction

We have exam ned the inpact of this rule as required by
Executive Order 12866 and the Regul atory Flexibility Act (RFA)
(Pub. L. 96-354). Executive Order 12866 directs agencies to
assess all costs and benefits of available regulatory
alternatives and, when regulation is necessary, to sel ect
regul at ory approaches that maxi m ze net benefits (including
potential econom c, environnental, public health and safety
effects, distributive inpacts, and equity). The RFA requires
agencies to anal yze options for regulatory relief of smal
busi nesses. For purposes of the RFA, snmall entities include
smal | busi nesses, non-profit organi zati ons and gover nnent al

agenci es. Most hospitals and nost other providers and suppliers
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are small entities, either by nonprofit status or by having
revenues of $5 million or |ess annually.

Section 1102(b) of the Act requires us to prepare a
regul atory inpact analysis for any rule that may have a
significant inpact on the operations of a substantial nunber of
small rural hospitals. This analysis nmust conformto the
provi sions of section 603 of the RFA. For purposes of section
1102(b) of the Act, we define a small rural hospital as a
hospital that is |ocated outside a Metropolitan Statistical Area
and has fewer than 50 beds.

As a result of changes to the M+C regul ations to refl ect
provi sions of the BBRA, this rule has been determned to be a
major rule as defined in Title 5, United States Code,
section 804(2). W consider a major rule to be one with econom c
effects of $100 million or nore in a given year, and as noted
bel ow in section V.B.8 of this regulatory inpact analysis, the
effects of the BBRA changes reach this threshold. Generally, a
maj or rule takes effect 60 days after the date the rule is
publi shed in the Federal Register. |In this case, however, as
di scussed in detail above in section |I.C of this preanble, the
BBRA i ncl uded specific effective dates for its various MC
provi sions. For the nost part, the statutory changes are self-
expl anat ory, and have al ready taken effect. Thus, except as

provi ded under the BBRA, the provisions of this final rule with
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comment period take effect 30 days after publication in the
Federal Register.

The Unfunded Mandates Reform Act of 1995 also requires (in
section 202) that agencies prepare an assessnent of anticipated
costs and benefits before enacting any rule that may result in an
expenditure in any one year by State, local, or triba
governnments, in the aggregate, or by the private sector, of
$100 million or nore. This final rule with conment period will
have no consequential effect on State, local, or triba
governnments. W believe the private sector cost of this rule
falls below these thresholds as well.

1. Summary of the Final Rule

As di scussed in detail above, this rule inplenents only
limted changes in the MtC regul ati ons published June 26, 1998
(and further anended February 17, 1999). Wile we do not expect
the changes contained in this final rule to have a significant
econoni c inpact, we believe that we have a responsibility to keep
the public informed of the inpact of inherent features of the MtC
program such as paynent changes and the inplenentation of risk-
adj usted paynents. W attenpted to describe the inpacts of these
paynment changes in the interimfinal rule. However, after a year
of experience adm nistering the program we now have a better
under st andi ng of the inpact of the paynent changes. This inpact

anal ysis will exam ne paynent effects associated with these two
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items, and respond to public conments concerning the econom c
i npact of MtC poli cies.
2. Summary of Comments on | npact of MtC Program

Al t hough comrenters on the interimfinal rule generally
recogni zed that the paynent methodol ogy and rates associated with
the M+C program were inplenented as directed by the BBA, severa
commenters still expressed concern that resulting paynents to M+C
organi zations were insufficient to keep pace with the costs of
provi di ng nmedi cal care. These commenters suggested that the new
paynment met hodol ogy, particularly when conbined with the
i npl enentation of a risk adjustnent nmechanismin 2000, could have
t he uni ntended consequence of |imting, rather than expandi ng,
the health plan choices available to Medicare beneficiaries. MC
organi zati ons have wi thdrawn from sone areas, and many
benefici ari es have experienced growi ng prem umincreases or
benefit reductions. Commenters also asserted that the MtC
regul ati ons contai ned discretionary provisions that added
unnecessarily to the adm nistrative burden on M+C organi zati ons.
In particular, commenters identified quality standards, provider
participation requirenents, and attestati on procedures as
exanpl es of what they considered overly proscriptive rules that
had the potential to raise health plan costs. |In general,
commenters urged us to evaluate nore carefully the cunulative

i npact of the changes introduced by the M+C program
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We noted in our February 17, 1999 limted MtC final rule
that we needed a statistically-based nodel to evaluate the total
i npact of paynent changes for MtC organi zati ons. W have
subsequent |y devel oped a nodel that estinmates the inpact of risk-
adj usted paynents on MtC organi zations. This inpact analysis
focuses on results fromthis nodel. Wen possible, we provide
detail on inpacts by geographic area and by organi zati on si ze.
We then discuss sonme of the concerns raised by commenters
about likely withdrawals fromthe M-C program Finally, our
anal ysi s exam nes avail able informati on concerning the
adm ni strative burden associated with sel ected M-C requirenents.

B. Paynent Changes

1. Background

Prior to the BBA, Medicare's capitation rates for nanaged
care plans had been set at 95 percent of expected costs based on
actual fee-for-service costs. Because of the variation in fee-
for-service expenditures for different counties due to different
utilization patterns and cost structures, the Medi care nanaged
care rates for different counties were also quite divergent. 1In
addition, there was significant evidence that Medicare had paid
nore for enrollees in the Medi care nanaged care prograns than it
woul d have paid in the fee-for-service program This was due
primarily to the favorable selection that these plans have

experi enced.
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The BBA nmade a nunber of changes in Medicare paynents to
managed care plans incl uding:

C Increasing paynents in counties that historically had the
| onest paynent rates (and generally have not had risk-based
Medi care managed care plans) through the use of a paynent fl oor
and by introducing a bl ended paynent rate.

C Reducing the rate increases in counties that historically
had hi gher paynent rates.

C Reducing M+C capitation rates by phasing in the renoval
of direct and indirect nedical education paynents from M+C
capitation rates beginning in 1998, (and phasing in direct
paynment of these "carved out” anobunts to the institutions
providing care to M-C enrol | ees).

Paynment increases fromyear to year after 1997 are based on
an update factor that is the rate of increase in projected
Medi care expenditures each year, |less a statutorily specified
reduction (reducing the rate to .8 percent less in 1998 and .5
percent | ess each year thereafter through 2002). However, al
counties are guaranteed a m ni mrum paynment increase of 2 percent
over the preceding year's base rates.

The BBA al so mandated the introduction, by the year 2000, of
ri sk-adj usted paynents in the MtC program Ri sk adjustnent wil
have the effect of reducing paynents to plans because, as a

nunber of studies have shown, relatively healthier Medicare
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beneficiaries enroll in MtC plans. Projections on reduced
paynments assune a stable m x of enrollees. However, we assune
that organi zations will respond appropriately to the incentives
to attract nore seriously ill beneficiaries. As a result,

organi zati ons can do better under risk adjustnent than they would
if case m x stayed the sane.

These M+C paynent changes were intended to pronote the
t hree objectives which we discuss belowin V.B.2, 3 and 4.

2. Pronote the Availability of MFC Plans in Lower Paynent Areas

The introduction of a "floor" on the paynent rates for MC
organi zati ons was intended to make the programfinancially viable
in areas where the AAPCC appeared to be too | ow for any
organi zation to recoup its costs. Beginning in 1998, the fl oor
was set at $367 and was adjusted annually by the rate of growh
of the overall Medicare program By providing this floor paynent
| evel, M+C organi zations are paid nore than woul d ot herwi se be
spent on the sane beneficiaries in original Medicare.

Some county paynent rates are rai sed through inplenentation
of bl ended paynents. These rates are calculated as a bl end of
nati onal average rates adjusted for |local input prices and area-
specific rates. Area-specific rates are 1997 paynent rates,
adj usted for spending for graduate nedi cal education, and updated

usi ng the national MtC update factor.
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By raising the MtC paynent | evels higher than the spending
anounts in original Medicare, it was hoped that MC organi zations
woul d be attracted to these | ower paynent areas. |In the chart
bel ow, we have conpared the M+C county paynent rates for 2001 to
the area-specific rate in each county. 1In 2001, 3,020 counties
will receive a paynent rate higher than their area-specific rate.
The paynent rate for Arthur, Nebraska, will be 77 percent or $175
hi gher, the greatest inprovenent for any county.

The paynment floor and the phased in bl ended paynents were
al so designed to raise the paynent |evel for nore than just the
| owest paynent counties. Raising paynents above the |evels
determ ned by the pre-BBA nethodol ogy was intended to give
organi zati ons that have operated in | ower paynent counties the
opportunity to enhance their benefit packages, thereby increasing
enrol | nent.

The | argest inprovenents in paynents are for areas with
relatively small nunbers of beneficiaries, and are |largely
achi eved in nost cases by applying the paynent floor. Many nore
beneficiaries live in counties where the inprovenents are nore
nodest (up to a 5 percent difference). These counties were
primarily those paid under the blend nmechanismin 2000, whose
paynment i nprovenents were saf eguarded by the m ni numincrease

conmponent of the formula for 2001.
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Following is a breakout of the 3,147 U. S

percent age i nprovenent over their area specific rate:

711

counti es by

Table 1
Percent Difference Between MtC Paynent Rates and Area- Specific
Paynent Rates, 2001
Per cent age | Nunber Nunber of Paynment | Paynent | Paynent
D fference | of Beneficiaries |is is i's
Counties | (000s) Fl oor Bl end M ni nmum
| ncrease
Negati ve 127 1,318 0 0 127
O0to 5 1000 15, 741 0 0 1000
5to 10 946 9, 848 62 0 884
10 to 20 572 4,133 401 0 171
20 to 30 264 888 264 0 0
30 to 40 131 408 131 0 0
40 to 50 68 142 68 0 0
50 to 60 26 52 26 0 0
60 to 70 9 18 9 0 0
70 to 80 4 5 4 0 0
Tot al 3, 147 32,554 965 0 2,182
SOURCE: HCFA, CHPP

Counti es where M+C paynent

speci fic paynent

rates

are lower than their

ar ea-

rate tend to be those that have received the

m ni mum i ncrease for each of the four years that the MC paynent

formul a has been in place,

educati on spendi ng.

nati onal

The cunmul ative four-year

updat e was approxi mately 9.3 percent,

and also had relatively little medica

i ncrease of the

only a percentage
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poi nt hi gher than the cunul ative four-year increase of 8.2
percent for those counties receiving the mni mum update each
year. The area-specific paynent rate in 2001 reflects a
reduction to the 1997 rate of 80 percent of spending attributable
to medi cal education. Thus, a county with relatively high
nmedi cal education spending will have a hi gher MtC paynent rate
than area-specific paynent rate even if it also had received the
m ni nrum updat e each year
3. Reduce the Wde Disparities in Paynents between H gh and Low
Paynent Areas

By changi ng how paynent rates are cal cul ated, the BBA al so
sought to even out the wide disparity in Medicare nmanaged care
paynment rates across counties, an issue that had been a concern
for | ower-paynent areas. Table 2 shows the percentage of
counties that received the floor, a blended rate, or the m ni nmum
2 percent increase for each year cal cul ated using the BBA

nmet hodol ogy.
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Table 2

Percent of Counties Receiving Floor, Blend, or 2 Percent Increase

Year Fl oor Counties |Blend Counties |2 Percent
Count i es
1998 33.8% 00. 0% 66. 2%
1999 39. 7% 00. 0% 60. 3%
2000 29. 1% 63. 1% 7.8%
2001 30. 7% 00. 0% 69. 3%

Source: HCFA, CHPP

There were only limted paynent increases for 1998 and 1999,
with counties receiving either the floor paynent or the m ninmum 2
percent update. This was due prinmarily to the conbined effects
of the anmount of the national update and the budget neutrality
provi sion affecting cal culation of the blended rate. In 2000,
however, well over half the counties are receiving the bl ended
rate. The enroll nment-weighted average increases in MtC paynents
nationwi de in the year 2000 over 1999 is slightly nore than 5
percent. For 2001, all counties will receive the floor paynent
or the mnimum 2 percent update, again because of the budget
neutrality provision and a national update that reflects the
extrenely low rate of spending in original Medicare in 1999.
Al t hough nost counties will receive the mnimumincrease in 2001,

many of these had enjoyed relatively large increases due to the
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bl ended rates in 2000, which the m ninmumincrease essentially
will preserve.

As illustrated in the graph bel ow (1997 Medi care+Choi ce
Paynment Rates Conpared with 2001 Paynent Rates), the new paynent
formul as have changed the distribution of paynment rates across
counti es, although perhaps not as quickly as the Congress
envi si oned because of the unusually |ow national increases in
spending. In 1997, county paynent rates for aged beneficiaries
ranged from $221 to $767. Through the inplenentation of the
paynment floor, blended paynent rates, and m ni nrum updat e,
paynments have increased substantially at the |ow end of the
di stribution, and increases at the high end have sl owed. The
range of paynent rates in 2001 is only somewhat snaller: between
$415 and $831, but the 2001 paynment curve is straighter than the
1997 curve, indicating a narrower distribution.

G aph

G aph

Source: HCFA, CHPP
Wi | e national nunbers show the overall pattern, the inpact

i's highlighted when exam ning the effect of the BBA on the
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paynment rates at the State level. Table 3 shows the effect of

t he paynent changes in two States: Oregon and Florida. Both

St at es have significant MtC enrol | nent penetration, but Oregon's
rates are low, and Florida' s are high.

The BBA paynent changes have narrowed the regiona
difference. 1n 1997, prior to the BBA paynent changes, Florida's
wei ght ed average paynent rates were 149 percent hi gher than those
of Oregon. (Florida's statew de average paynents were at 114
percent of the national average, while Oregon's were at 76
percent.) In 2001, Florida's rates will be 136 percent of
Oregon's, because nmany Oregon counties had benefited from bl ended
paynment rates in 2000, while nmany |large Florida counties received
the m ni num update that year

Lower-paid States such as Oregon receive relatively higher
rates of paynent increases than higher-paid States such as
Fl orida. These differential paynment increases will bring both
States' average paynents closer to the national average paynent

rate.
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Conpari son of

Tabl e 3

716

Medi car e+Choi ce Paynent Rates in Oregon and Fl orida

State Wi ght ed Wi ght ed Payment Payment
Aver age Aver age Rate as a Rate as a
Payment Payment Per cent of Per cent of
Rate 2001 I ncrease Nat i onal Nat i ona
97-01 1997 2001
Or egon $435. 25 22.5% 76% 83%
Fl ori da 581. 15 9. 6% 114% 111%
Nat i onal 523. 85 12. 4% 100% 100%

Despite the BBA changes,

bet ween hi gher

2000.

benefit packages that do not

and between $81 and $123 for

and | ower

In Oregon, for exanple,

the levels of benefits and prem uns
paynent counties continue to vary in
prem uns range from $35 to $83 for
i ncl ude outpatient drug coverage,

packages i ncl udi ng drug coverage.

In Florida the enroll nment-wei ghted average nonthly premumis $84

per nonth, and al

coverage in their

basi ¢ package.

changes may narrow this difference.

4. Establ i sh a Fairer

Paynment System

Over tine,

enrollees in Florida MtC pl ans have drug

t he BBA paynent

The BBA nmandated that we "inplenent a risk adjustnent

nmet hodol ogy that accounts for variations in per

based on health status and ot her

capita costs

denogr aphic factors for paynent

[to MHC organi zations] starting no |ater than January 1, 2000."

The BBA al so gives us the authority to collect

I npati ent hospital
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data for discharges occurring on or after July 1, 1997, and
allows us to require additional data from M+C organi zati ons for
services occurring on or after July 1, 1998.
a. Description of the Inpatient R sk Adjustnent Mde

In inplenmenting the BBA nandate, we selected the Principa
I npatient Diagnostic Cost Goup (PIP-DCG nodel as the risk
adj ustment nmethod to inplenent in 2000. Under the PIP-DCG nodel,
i ndi vidual s are assigned to a single PIP-DCG group based on the
principal inpatient diagnosis they were assigned during an
i npatient stay, that has the greatest future cost inplications.
The nodel is prospectively based; in other words, base year
i npati ent diagnoses are used in the nodel to predict paynent year
heal t h expenditures. The nodel al so uses age, sex, origina
reason for Medicare entitlenent (such as age or disability), and
entitlenent to state paynents for Medicaid to derive a predicted
expenditure level. This predicted expenditure anount is then
converted to beneficiary relative risk factors by dividing an
i ndividual's predicted expenditures by the national nmean. Because
this nodel was devel oped and calibrated using a year of inpatient
di agnoses, a full year of data is essential for assigning
beneficiary risk factors. Beneficiaries "new' to Medicare (for
whom no prior diagnosis information exists) have their paynents
based on the average expenditures for their age group. To

determi ne risk adjusted nonthly paynment anmounts for each M+C
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enrol |l ee, individual risk factors will be nultiplied by the
appropriate paynent rate for their county of enroll nent.

We decided to include a transition period as a conponent of
our risk adjustnment nethodology, initially using a blend of
paynment anounts under the current denographic systemand the PIP-
DCG ri sk adj ustnent nethodol ogy. Under a bl end, paynent anounts
for each enrollee will be separately determ ned using the
denogr aphi c and ri sk nethodol ogies (that is, taking the separate
denographic and ri sk rate books and appl ying the denographi c and
ri sk adjustnents, respectively). These paynent anounts woul d
t hen be bl ended according to the percentages for the transition
year. This transition to full risk adjusted paynent will be
phased in over 5 years. Following is the transition schedule to

conprehensive ri sk adjusted paynent as mandated by the BBRA

Cal endar Year Denogr aphi ¢ Met hod Pl P- DCG Met hod
2000 90 percent 10 percent
2001 90 percent 10 percent
2002 80 percent 20 percent

b. Inpact of Ri sk Adjustnent
The i npact analysis presented here enploys a "point in tinme"
approach. To estimate the paynent inpact of the risk adjustnent

change, we conpared actual denographi c-based paynents to
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estimated risk adjusted paynents for the exact sane enrollees for
Sept enber 1998. Aggregated to the M+C organi zation |evel, the
difference in these anounts represents a reasonabl e estimte of
change in paynment due to risk adjustnent. Projections on reduced
paynments assune a stable m x of enrollees. However, we assune
that organi zations will respond appropriately to the incentives
to attract nore seriously ill beneficiaries. As a result,

organi zati ons can do better under risk adjustnent than they would
if case m x stayed the sane.

This anal ysis uses the best data available at this tine.

The data to be used for actual paynents (beginning January 1,
2000) will be based on hospital discharge data for the cal endar
year beginning on July 1, 1998 and endi ng June 30, 1999. The
actual inpact of the risk adjustnent systemrelative to the
current denographic systemat the tine of inplenentation may
differ, due primarily to potential changes in MC organi zation
enrol |l ment profiles and possible inprovenent in the quality and
conpl eteness of M-C organi zati on dat a.

The inpacts presented here show estinmated figures for both
the full effects of the PIP-DCG based paynent system (that is,
with no transition period), and for the first inplenentation year
during which a 10 percent phase-in was included as part of the
nmet hodol ogy. To estimate inpacts under phase-in years, ful

i npact results can be nultiplied by the appropriate proportion of
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the risk adjustnent paynents. For exanple, the first year risk
adj ust ed paynent phase-in level is 10 percent. Therefore, to
estimate the inpact under a 10 percent risk adjusted phase-in,
the inmpacts can be nultiplied by .10.

I f our nethodol ogy did not include a transition period,
paynments to MtC organi zati ons woul d decrease by approximately 5.7
percent. This is a revision over prelimnary estinmates of 7.6
percent, which were prepared using an earlier, nore limted data
set. The majority of M-C organi zati ons woul d face paynent
decreases of between five and ei ght percent.

The tabl e bel ow presents the simnmulated i npacts aggregated to
our adm nistrative regions. None of our regions wll experience
i ncreased paynents under the proposed system The variation
bet ween regions is not considerable. Organizations in the
Atlanta region will see an average .7 percent reduction, and
organi zations in the Seattle region will see less than a .4

percent reduction.
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Tabl e 4

721

Paynment Summary for Sel ected MFC Organi zati ons by HCFA Regi on

Regi on Enrol | ees Per cent Per cent
Di fference Difference
(Phase-1n) (Full 1 npact)
Bost on 359, 819 -0. 55% -5.50%
New Yor k 564, 252 - 0. 35% -3.47%
Phi | adel phi a 583, 740 -0. 66% -6.61%
Atl anta 895, 021 -0. 70% -7.00%
Chi cago 530, 558 -0, 50% -4.97%
Dal | as 472, 627 -0. 69% -6.93%
Kansas City 154, 223 -0.61% -6.14%
Denver 128, 069 -0.62% -6.25%
San Franci sco 1, 710, 117 -0.57% -5.69%
Seattle 282, 765 -0. 35% -3.45%
TOTAL 5,681, 191 -0.57% -5.74%

I n addition,
enrol | nent size.

bet ween t he snal

or gani zati ons does not appear to be systematic.

or gani zati ons of
aver age,

slightly higher

we simul ated i nmpacts by M-C organi zati on

Table 5 reveals that the variation in inpact

M+-C organi zations and the | arge M+C

al |

reducti on.

al t hough smal | er organi zati ons w ||

M-C

sizes are very close to the nationa

experience a
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Table 5
Paynment Summary for Selected MtC Organi zations by Size of
Enr ol | nent

Enrol | ment Size Enrol | ees Per cent Per cent

D fference D fference

(Phase-1n) (Ful'l I npact)
Less than 500 5,115 -0.71% -7.10%
500- 2, 999 88, 594 -0.81% -8.10%
3, 000-4, 999 993, 829 -0.69% -6.87%
5, 000-9, 999 354, 271 -0.62% -6.22%
10, 000- 24, 999 1,177,118 -0.58% -5.79%
25, 000- 49, 999 1, 029, 859 -0.54% -5.41%
50, 000- 99, 999 1,471, 009 -0.52% -5.23%
100, 000 or nore 1, 455, 843 -0.61% -6.09%
TOTAL 5, 681, 843 -0.57% -5.74%

5. MtC Organi zation Wthdrawal s

At the end of 1998, approximtely 100 organi zati ons dropped
Medi care managed care contracts or reduced the nunber of counties
in which a plan was offered. The result of these w thdrawals was
that nearly 50,000 beneficiaries were left wwth no remaining MC
plan in their county. Likew se, the analysis of 1999 health plan
departures shows that approximtely 79,000 additional MtC
beneficiaries were forced to | eave the program because there was

no plan offered in their area.
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Tabl e 6 bel ow shows the decline in beneficiaries' access to
a MtC plan in their area (declining about 2 percentage points
fromthe 1999 | evel of alnobst 70 percent).

Tabl e 6

Percent of Beneficiaries with Access to M-C Pl ans

1999 2000
Ur ban Rur al Tot al Ur ban Rur al Tot al
84.2% 22.5% 69. 7% 82. 0% 20. 8% 67. 7%

O the 71 counties that had an M+tC plan in 1999 but wll no
| onger have an M+C option in 2000, 11 were consi dered high
paynent counties. In fact, the average increase in 2000 for these
71 counties is 6.2 percent. The county in this situation with
the greatest increase was Cl allum County, in Washi ngton State,
whi ch received a blended rate increase of 12.8 percent over their
1999 rate.

Pl an decisions to withdraw from MtC do not appear to be
caused only by changes in paynent anounts. Paynent is rising in
all counties this comng year by an average of 5 percent, and
will rise by as nmuch as 18 percent in sone areas. BBA paynent
reforms were designed to increase paynent in counties that had
the | owest rates, and therefore the fewest nunber of plans. Yet
counties receiving the |l argest increases under the BBA paynent

system are experiencing the nost disruption. Plan wthdrawals
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are affecting 11.1 percent of enrollees in counties where rates
are rising by 10 percent, but affecting only 2.3 percent of
enrol | ees where rates are rising by just 2 percent.

Table 7 shows the States with the | argest percentage
decrease since 1997 (the start of the M+C program of Medicare
beneficiaries with access to an MtC pl an.

Table 7

States with Largest Percent Decrease in Access to MtC Opti on
in 2000 from 1997

State Total Medicare |Decrease in Per cent
Popul ati on Beneficiaries Decrease in
Beneficiaries
Ut ah 207, 838 183, 541 88%
Loui si ana 621, 826 175, 645 28%
Virginia 894, 573 246, 274 28%
New Hanmpshire 172, 069 45, 627 27%
Sout h Carolina |575,890 130, 118 23%
Maryl and 652, 599 119, 392 18%

Wil e several States have experienced a significant | oss of
access to MtC pl ans, other States have seen access to MtC
organi zations increase. In addition, the MC program continues
to grow despite challenges that parallel those in the |arger
managed care nmarket in the United States. As of January 2000,
there were 6.2 mllion MtC enrol |l ees representing over 16 percent

of the nore than 39 mllion seniors and di sabl ed Anericans in
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Medi care. Total Medicare nanaged care enroll ment has nore than
doubl ed in the past four years from3.1 mllion enrollees at the
end of 1995 to 6.9 mllion enrollees as of April 1, 2000. (Total
managed care enrol |l ees consist of MtC enrollees and enrollees in
Medi care Managed Care Cost Plans, Health Care Prepaynent Pl ans,
and managed care denonstrations.) However, the rate of growth
has dropped significantly fromearlier periods, and has grown by
only 1 percent per nonth the | ast several nonths.

Tabl e 8 bel ow shows the States with the | argest percentage
i ncrease since 1997 (the start of the MtC progran) of Medicare
beneficiaries with access to an MtC pl an.

Tabl e 8

States with Largest Percent Increase in Access to MtC Option in
2000 from 1997

State Total Medicare |l ncrease in Per cent
Popul ati on Beneficiaries I ncrease in

Benefici ari es

Mai ne 219, 944 138, 067 63%
| owa 488, 180 171, 017 62%
Sout h Dakot a 122, 220 118, 493 29%
Gkl ahoma 519, 239 114, 185 24%
West Virginia 345, 587 65, 794 20%
North Carolina | 1,149,374 54, 040 18%

6. Prem um | ncr eases
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In our Inpact Analysis that acconpanied the InterimFina
Rul e we stated that "Reductions in capitated paynent anmounts in
what are now rel atively higher paynent areas may result in
reduced benefits for beneficiaries.” Wi | e hi gher prem uns and
reduced benefits were not intended effects of the BBA, they are
al so not surprising given the reduced paynent increases in higher
cost areas. Wiile benefits, premuns, and cost sharing renai ned
relatively stable in 1999, year 2000 has been different.

Anal ysis of the Adjusted Cormunity Rate proposals submtted
in July show that prem uns for 2000 have increased, especially in
rural areas. For exanple, in 1999, the enroll nent-wei ghted
average premum for a basic plan was $5.35. For 2000, this
anmount will alnost triple to $15. 84.

Tabl e 9 shows the percent of M+C beneficiaries living in the
desi gnated areas that have access to a plan with the associ ated
premum \While the percent of beneficiaries with access to zero
doll ar premum plans is expected to be reduced by nore than 3
percentage points, the percent of beneficiaries that nust pay a
$40 - $100 premi um has nore than doubled. In 1999, only 50,000
Medi care beneficiaries lived in an area where the m ni num prenm um
is in the $80 to $100 range; however, in 2000, the nunmber will
rise to 207,000. The ngjority of these individuals (60 percent)

are residents of rural counties.
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Table 9

Percent of Beneficiaries Living in Designated Areas Having Access
to an MKC Plan with Associ ated Prem um

1999 2000
Prem um Amount | Urban |Rural |Total |Urban |Rural | Total | Tot al
Per cent
Change
$0 79% 63% 78% 78% 40% 75% -3%
$0. 01- $19. 99 1% 2% 2% 3% | 11% 4% 2%
$20. 00- $39. 99 5% | 14% 5% 9% | 18% 9% 4%
$40. 00- $59. 99 4% | 11% 5% 6% | 17% 6% 2%
$60. 00- $79. 99 1% 8% 2% 1% 7% 2% 0%
$80. 00- $99. 99 0% 0% 0% 0% 0% 1% 1%
In addition, access to a zero premumplan for rura
beneficiaries will be reduced by al nbst 50 percent. In 1999, 1.3
mllion rural beneficiaries (63 percent of those with any plan

available) live in an area with at | east one zero prem um pl an;
in 2000, only 784,000 rural beneficiaries, (40 percent of those
with any plan available), will have such an option. One-half
mllion fewer rural beneficiaries will have access to a zero
prem um pl an.
7. Premiuns in Areas with Only One Pl an

Medi care beneficiaries who live in areas with only one pl an
will be particularly affected by prem umincreases.
Approxi mately 8 percent of MtC beneficiaries (just over three

mllion) live in areas with only one plan. Note also in Table 10
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that of the 207,000 beneficiaries who live in areas where the

m ni mum nont hly prem um avail abl e is over $80, 94 percent (over
195,000) live in areas with only one plan available. There wl]l
be a nearly six-fold increase from 1.6 percent to 9.3 percent in
the percentage of beneficiaries who live in an area where the

sol e M+tC pl an available has a nonthly premiumin the $80 to $100

range.
Tabl e 10
Medi care Beneficiary Popul ation (Total),
Access to Only One Pl an
M ni mrum Prem um Year 1999 Year 2000
Beneficiaries |Percent |Beneficiaries |Percent
Zer o 803, 162 31. 6% 599, 553 28. 4%
$0. 01- $19. 99 17,614 0. 7% - 0. 0%
$20. 00- $39. 99 467, 284 18. 4% 410, 662 19. 5%
$40. 00- $59. 99 716, 662 28. 2% 683, 029 32. 4%
$60. 00- $79. 99 499, 095 19. 6% 220, 237 10. 4%
$80. 00- $99. 99 39, 742 1.6% 195, 432 9. 3%
TOTALS 2,543, 559 100% 2,108,913 100%
Premiumincreases in areas with only one plan will have the

nost pronounced inpact in rural areas. From 1999 to 2000,
roughly the same percentage of beneficiaries who live in rura
areas wll have only one plan available -- 28.4 percent and 29.6

percent in each year, respectively. However, Table 11 shows that
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zero prem um plans are beconmng | ess widely available in rura

ar eas. It al so shows that there w

in the nunber of rura

option is a relatively high cost pl

Il be a significant

an.

Table 11

Medi care Beneficiary Popul ati on (Rural

Access to Only One Pl an

Medi care beneficiaries whose only M+C

Only)

i ncr ease

729

M ni mrum Prem um Year 1999 Year 2000

Beneficiaries Percent | Beneficiaries |Percent
Zero 271, 833 37. 7% 174, 956 28. 1%
$0. 01- $19. 99 17,614 2.4% - 0. 0%
$20. 00- $39. 99 96, 131 13. 3% 104, 796 16. 8%
$40. 00- $59. 99 135, 440 18. 8% 146, 425 23. 5%
$60. 00- $79. 99 160, 647 22. 3% 81, 774 13. 1%
$80. 00- $99. 99 39, 742 5. 5% 115, 669 18. 5%
TOTALS 721, 407 100% 623, 620 100%
8. | npact of BBRA

The Bal anced Budget

to the paynent nethodol ogy established by the BBA

Section 512 of the BBRA introduced bonus paynments for

organi zati ons that enter

organi zations wl |

the first 12 nonths and an additi onal

subsequent 12 nont hs.

recei ve an additional

Refi nenent Act (BBRA) made two changes

previ ously unserved counti es.
5 percent paynent for
3 percent for the

The second change in section 517 of the

First,

M-C
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BBRA was to | ower the reduction in the National per Capita

Medi care +Choice Growth percentage froma 5 percent reduction to
a 3 percent reduction in calculating the 2002 paynent rates.

The Congressional Budget Ofice (CBO estimated that the
bonus paynents woul d anount to additional paynments of $.1
billion over three years. Qur experience to date suggests that
this figure may be high, as currently there are only five M+C
or gani zati ons receiving bonus paynents and very few pendi ng
applications from prospective MtC organi zati ons that woul d be
eligible for the bonus. However, there is an application on
file froma prospective MtC organi zati on that envisions
expanding into a | arge nunber of previously unserved counti es.

If this organization is extrenely successful in enrolling
beneficiaries, the CBO estimate could in fact be a | ow estimate.

W estimate that |owering the reduction of the National per

Capi ta Medi care+Choice G owmh percentage in the year 2002 wi |

provi de an additional $80 million in paynments to plans in 2002,
and an additional $560 million over 5 years. Paynments to plans
in all subsequent years will be higher because of the effect of

| owering the reduction on the baseline.
C. Response to Conments on InterimFinal Rule

Since the publication of our June 26, 1998 interimfina
rul e, we have inplenmented several significant changes ained at

al l eviati ng unnecessary adm nistrative burdens. Exanples of



HCFA- 1030- FC 731
t hese changes include the | ess expansive provider participation
requi renents adopted in our February 17, 1999 rule, our Decenber
1998 revisions to the Q SMC standards as di scussed bel ow, and
clarification of the attestation requirenents through this fina
rule. Cearly the cunulative effect of these changes will be to
reduce the admnistrative costs associated with these

requi renents. Al though we continue to solicit quantifiable data
that can help us to assess the costs of conplying with particul ar
provi sions, we have not received any data in this regard. W
remain particularly interested in detail ed estimtes of the

adm nistrative costs associated with the Q SMC and HEDI S
standards. Research of available literature/studies related to
these administrative costs is presented bel ow.

1. Quality Standards

The BBA codified many existing quality assurance
requi renents that had been established through operational policy
| etters and ot her gui dance issued under the Medicare risk and
cost contracting prograns.

On Septenber 28, 1998, we issued interimQuality I nprovenent
Systens for Managed Care (Q SMC) standards and gui dance. Q SMC
is a systemfor ensuring that managed care organi zati ons
contracting with Medicare and Medicaid protect and inprove the
heal th and satisfaction of enrolled beneficiaries. 1t consists

of a set of standards and gui delines devel oped around four
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domai ns -- quality assessnent and perfornance inprovenent,
enrollee rights, health services nmanagenent, and del egati on.

Q SMC was devel oped in conjunction with federal and state
of ficials, beneficiary advocates and the managed care industry to
devel op a coordinated quality oversight systemto reduce
duplicative or conflicting efforts, enphasize denonstrabl e and
nmeasur abl e i nprovenent, and avoid reinventing the wheel. Q SMC
standards represent the evolution of existing quality standards
bei ng used by commrercial, Medicare and Medicaid health plans or
managed care organi zations. W believe Q SMC incorporates the
currently accepted quality assurance el enents and provides
saf eguards for vul nerable Medicare and Medi cai d popul ati ons
enrol l ed in managed care.

We revi ewed NCQA accreditation 1999 standards for their
consi stency with Q SMC standards. This is an appropriate
conpari son because the National Conmmttee for Quality Assurance
has been recogni zed as a forerunner in assuring quality assurance
in health plans through its accreditati on processes, and
devel opnent and i npl enentati on of HED S performance data
reporting. Also, many Medi care+Choi ce organi zati ons are NCQA
accredited.

Qur findings are provided in the table bel ow, which was
revi ewed by NCQA representatives in order to assure the highest

| evel of technical accuracy. |In general, alnpbst two-thirds of
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NCQA accreditation 1999 standards were determ ned to be either
consistent with variation or highly consistent or identical to

Q SMC st andar ds.

Tabl e 12
NCQA 1999 Overall | Domain 1 Domain 2 | Domain 3 Domain 4
Quality Enrollee | Health Del egati on
Assessnent & | Ri ghts Servi ces
Per f or mance Managenent
| npr ovenent
Substantially 12% 4% 11% 17% --
Greater Than
Q smc
Consistent with 62% 65% 68% 53% 100%
Q smC
Substantially 26% 30% 21% 29% --
Fewer

Requi rement s

Beneficiaries wll benefit significantly frominformation
avai l abl e to them about the performance of their health plans as
wel | as through inprovenents in the delivery of care and services
that evol ve out of on-going quality inprovenent projects under
Q SMC. Beneficiaries already have access to health plan
performance and consuner satisfaction neasures about the M+C
organi zations available in their area through our beneficiary
educati on canpai gn and individual plan marketing.

We expect that as consunmers becone increasingly famliar
wi th health plan performance and consuner satisfaction

information, it will becone an integral part of their decision-
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maki ng process, in addition to cost and benefits, for selecting
their M+C organi zation. It is our intent that as consuners
beconme better informed and decide not to select plans of | ower
quality, such plans will be notivated to initiate inprovenents in
the quality of care they provide.

At the sanme tinme, we expect that plan's focus on one
nati onal and one plan-specific quality assessnent and performance
i nprovenent project each year will inprove the delivery of
services to Medicare beneficiaries, especially beneficiaries
suffering fromchronic conditions. MC organizations will need
to be proactive in identifying and treating beneficiaries who
suffer from nedi cal conditions which are the focus of their
qual ity assessnent and perfornance i nprovenent projects in
addition to their HEDI'S nmeasures. This will ultinmately lead to
i nproved care and services for Medicare beneficiaries through the
institutionalization of these practices.
a. Q SMC Conpliance

Pur chaser demands have driven nmany nanaged care
organi zati ons to becone NCQA accredited, inplenment quality
nmeasur enent and perfornance i nprovenent strategies, and report
performance and satisfaction data. This has resulted in nany
managed care organi zati ons becom ng NCQA accredited, especially
on the east and west coasts. W estimate that the cost of

becom ng NCQA accredited ranges between $300, 000 - $500, 000.



HCFA- 1030- FC 735

We do not believe that QSMC will present significant
additional fixed costs for M+C organi zations that have al ready
recei ved accreditation fromthe National Commttee for Quality
Assurance. Wiile Q SMC presents sone subtle and significant
di fferences from NCQA accreditation, we do not expect that
organi zati ons that have prepared for NCQA accreditation wll
i ncur significant additional costs to conply with Q SMC. W
recogni ze that there will be increnental costs associated with
Q SMC, such as costs associated with additional quality
assessnment and performance i nprovenent projects, internal staff
trai ni ng expenses, and oversi ght and conpliance.

In addition, we expect that some M+C organi zations that are
not NCQA accredited may incur higher costs to conply with Q SMC
t han organi zations in other parts of the country.

b. HEDI S Reporting

Since 1997, we have required M-C organi zations to report
HEDI S and consuner satisfaction data. Beginning in 1998, we
requi red M+C organi zations to begin reporting audited HED S data
as a result of inconsistencies in HED S reporting.

We do not expect that requirenments for reporting HEDI S and
consuner satisfaction nmeasures are inconsistent with expectations
that private purchasers have access to health plan performance
data (GAO, June 1998). As a result, we do not expect that

organi zations will incur significant new fixed costs as a result
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of requirenents to report performnce neasurenent and consumner
satisfaction data, since we expect that M+C organi zations w |
use audited HEDI S data. However, we do recognize that there may
be incremental costs to reporting audited HEDIS data in terns of
addi ti onal processes, audit fees, etc.

In addition, requirenents for M+C organi zations to report
audit HEDI S data will likely yield inproved processes for
coll ecting and reporting conplete, accurate and tinely data as a
result of an independent third party review of their data
col | ection, warehousi ng and production/reporting processes.

c. Quality Assessnent & Performance | nprovenent Projects

We recognize that a significant difference between Q SMC and
NCQA accreditation 1999 is that Q SMC is nuch nore prescriptive
in defining the type, scope and neasurenment of quality assessnent
and performance i nprovenent projects. |In response to industry
concerns, we have reduced the nunber and del ayed the tinmefrane
for inplenmenting quality assessnment and performance i nprovenent
proj ects.

At the sane time, specifying beginning and endi ng dates for
QAPI's will ensure that plans do not becone mred in projects that
do not end. W expect that plans will focus their efforts on
achieving results and institutionalizing inprovenents in the
delivery of care, data collection and reporting and information

system i nprovenents gai ned from successful QAPI projects. Even
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i n instances where denonstrable inprovenents were not obtained,
we expect that, in nmany cases, sone inprovenent will result.

In addition, plans will have added incentives to initiate
performance i nprovenment projects that will lead to nore cost-
effective delivery of health care services, such as influenza
i mruni zation. For exanple, one national managed care
organi zati on i ncreased the percentage of Medicare enroll ees
receiving flu shots from 27 percent to 55 percent in one year.
The organi zation reported a reduction of about 30 percent in
hospi tal adm ssions for pneunobnia, savings of about $700, 000, and
fewer lives lost. (GAO My 1996) We expect that investnents in
QAPI activities will lead to cost-savings over and above the
initial investnent.

We recogni ze that sone hi gh-perform ng nanaged care
organi zations will have less ability to achieve additiona
i nprovenents in sone areas. Sone organizations will respond to
i ncentives to select projects where results nay be nore easily
obt ai nable. We continue to believe, however, that there are
significant gains that renmain to be nade in the delivery of
qual ity services.

We concur with industry conmments that snall plans nay have
difficulty in conplying, since they nay not have a statistically
credi bl e popul ation for producing reliable and/ or conparabl e

neasures. For exanple, a small plan with a healthier population
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t han average may not have sufficient instances of nyocardi al
infarction for which beta-bl ocker treatnment woul d be appropriate.
W will work with these organi zations to address these and ot her
uni que i ssues that may ari se.

W believe that requiring plans to participate in at |east
one national and one plan-specific QAPlI project annually and to
denonstrate a 10 percent inprovenent in their QAPI is in the best
i nterest of beneficiaries. These requirenments will inprove the
qual ity of care and services delivered to Medicare and ot her
popul ati ons served by the M+C organi zati on, as perfornance
i nprovenent practices becone routine.

d. Deeni ng

To avoid duplication of effort and unnecessary adm ni strative
burdens with respect to internal quality assurance requirenents,
we are recogni zing accrediting by national, private accrediting
organi zations that we deternmine to be consistent with our QA
requi renents. W believe that this will significantly benefit a
significant portion of M:C organi zations that are already
accredited, reducing costs, capitalizing on efficiencies, and
avoi di ng duplicative processes.
2. Provider Procedures

Much less information is avail abl e about other requirenents
cited by some conmenters as entailing significant admnistrative

burdens. For exanple, we received nmany public comrents regarding
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provi der participation requirenments. W responded to many of
those comments in our February 17, 1999, final rule (64 FR 7968),
under which we narrowed nmany of the requirenents set forth in our
June 26, 1998 interimfinal rule (63 FR 34968). Modifications to
the interimfinal rule included:

C Applying the applicable notice and appeal rights and
consultation requirenments only to physicians, as defined under
section 1861 of the Act;

C Adopting a narrower interpretation of what constitute
"rul es regarding participation" to focus on whether a physician
can participate under a given MtC pl an;

C Cdarifying that an M+C organi zati on need only have
reasonabl e procedures for notifying potential participating
physi ci ans of participation rules, which may include providing
the information upon request;

C Carifying that an M+C organi zation is not required to
rel ease informati on that an organi zati on considers proprietary
i nformation;

C Carifying that in the event that inmedi ate changes are
mandat ed t hrough Federal |aw or regul ation, an organi zation
shoul d be exenpt fromthe requirenment that witten notice be

provi ded before the changes are put into effect;
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C Carifying that there is no requirenent that an
organi zati on obtain signatures acknow edgi ng recei pt of a notice
of changes;

C Limting the applicability of the appeals process to
appeal i ng adverse partici pation deci sions;

C Carifying that the availability of the provider appeals
process applies only to cases involving suspension or termnation
of participation privileges, rather than including initia
deni al s of an application to participate; and

Cdarifying that the information to be included in a
notification of a decision to suspend or termi nate an agreenent
with a physician is limted to information relevant to the
deci si on.

Since publication of our February 17, 1999 final rule, we
have subsequently conmuni cated with several M-C organi zati ons
about the costs and benefits associated with the requirenents
included in this final rule. W believe that the steps taken in
our February 17, 1999 final rule significantly reduced the burden
on M+C organi zations and al so ensured that providers and
beneficiaries receive the protections intended by Congress under
the Act. For exanple, by narrowi ng the scope of the requirenent
for advance notice of changes in participation rules, an MtC
organi zati on need not prepare an advance notice for

adm ni strative and ot her changes that do not affect whether a
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physi cian can participate in a plan. Notification of nost
changes made by a M+C organi zati on can be nade via usua

communi cati on net hods, such as regul ar newsletters, rather than
through the preparation of special mailings or other nore

bur densome net hods.

In addition, the M+C organi zation nmust consult with the
physi ci ans who have agreed to provide services under the M+C pl an
of fered by the organi zati on, regardi ng the organization's nedica
policy, quality assurance program and nedi cal managenent
procedures, and ensure that the follow ng standards are net. W
understand that these requirenents are consistent with current
operational practices by M-C organi zations and pose little
addi ti onal burden, and that the costs associated with increnental
changes woul d be marginal .

We al so understand that our requirenents concerning
credentialing processes and prohibitions on discrimnation
reflect current practices and simlar requirenents from other
entities (for exanple, accrediting bodies) and do not inpose
addi ti onal burden.

3. Attestation Requirenents

Simlarly, commenters objected to attestation requirenents
as discussed in detail above (See Subpart K). To receive a
nont hl y paynent under subpart F, the chief executive officer

(CEO or chief financial officer (CFO of a MC organization mnust
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request paynent under the contract on a docunent that certifies
t he accuracy, conpleteness, and truthful ness of rel evant data
that we request. Such data include specified enroll nent
i nformati on, encounter data, and other information that we may
speci fy. The CEO or CFO nust certify that each enrollee for whom
the organization is requesting paynent is validly enrolled in an
M+-C pl an offered by the organization, and the information relied
upon by us in determ ning paynent is accurate. The CEO or CFO
must certify that the encounter data it submits under 8422.257
are accurate, conplete, and truthful. |If such encounter data are
generated by a related entity, contractor, or subcontractor of an
M+-C organi zati on, such entity, contractor, or subcontractor nust
simlarly certify the accuracy, conpleteness, and truthful ness of
the data. |In addition, the M+C organi zation nmust certify that
the information in its ACR subnmi ssion is accurate and fully
conforns to the requirenents in 8422.310 in order to retain
paynment anounts bel ow t he anobunt of its ACR

W understand that the collection and di ssem nation of this
i nformati on by M+C organi zations is undertaken in a manner that
reflects an MtC organi zation's best efforts to ensure its
accuracy, conpleteness, and truthful ness. Accordingly, we do not
believe that this requirenent inposes significant new burdens on
an M+C organi zation that operates in good faith to conply with

requi renents under the MtC program W realize that m stakes and
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errors may occur even under an organi zation's best efforts, and
these attestation requirenments are not intended to penalize an
M+-C organi zation that operates in good faith. W believe these
requi renents are inportant to safeguard the integrity of the M+C
program agai nst those few M+C organi zati ons that do not utilize
the ki nd of business and operational practices of nost MtC

organi zations. W also believe the requirenents will provide an
i nportant tool for seeking out the few bad actors that could harm
the M+C program beneficiaries, providers, and other MC

organi zations. As suggested by many comenters, we have revised
the requirenents to establish a "good faith" conpliance standard
as opposed to requiring an attestation of 100 percent accuracy
for encounters and enroll nment (paynent rel ated) data. W believe
this change should alleviate comenters concerns over the undue
financi al burdens associated with attestation requirenents.

VI. Oher Required Information

A Federali sm Sunmary | npact St at enent

On August 4, 1999, the president signed Executive
Order 13132 (effective Novenber 2, 1999) establishing certain
requi renents that an agency nmust neet when it pronul gates
regul ati ons that inpose substantial direct conpliance costs on
State and | ocal governnments, preenpt State |law, or otherw se have
federalisminplications. Any such regulations nmust include a

federalismsummary inpact statenent that describes the agency's
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consultation with State and | ocal officials and summari zes the
nature of their concerns, the extent to which these concerns have
been net, and the agency's position supporting the need to issue
t he regul ati on.

In this final rule, we are not promul gating any changes to
the existing MHC regul ations that neet any of the criteria
ment i oned above that would require the inclusion of a federalism
i npact statenent under Executive Order 13132. However, the MtC
interimfinal rule published on June 26, 1998 (63 FR 34968) did
contain provisions that have a federalisminpact, and we respond
to corments on these provisions fromStates and other interested
parties in this rule. Thus, in keeping with the intent of the
Executive Order that we closely exanmi ne any policies that have
federalisminplications or would limt the policy naking
di scretion of the States, we have prepared the foll ow ng
voluntary federalisminpact statenent.

In establishing the MC program the BBA included two
provi sions that have significant inplications for States. First,
under section 1855(a)(1l) of the Act, an organization that w shes
to participate in the MHC programgenerally is required to be
organi zed and |icensed under State |law as a risk-bearing entity
eligible to offer health benefits coverage in each State in which
it offers an M+tC plan. This statutory requirenment is codified at

8422.400(a) and 8422.501(b)(1) of the MtC regul ati ons, and we do
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not believe it interferes with State functions or limts their
policy making discretion. The requirenent does not inposes any
significant additional burdens on States, who for are already
carrying out this licensing function. W received no conments
from States on this provision.

The ot her aspect of the MtC statute and regul ations that has
significant federalisminplications involves the Federa
preenpti on provisions set forth under section 1856(b) of the Act
and 8422.402. Section 1856(b)(3)(A) provides for Federa
preenption of State |aws , regul ations, and standards affecting
any MtC standard if the state provisions are inconsistent with
Federal standards. As discussed in the preanble to the interim
final rule (63 FR 35012), and in section Il.l of this preanble,
we are applying this "general preenption” in much the same way
that we previously applied Executive Order 12612 on Federalism
That is, State |aws or standards that are nore strict than the
M+-C st andards woul d not be preenpted unless they prevented
conpliance with the M+C requirenents.

In addition to this general preenption, the Congress al so
provi ded (under section 1856(b)(3)(B) for a "specific preenption”
wher eby M+C st andards supersede any State |laws and standards in
the followi ng three areas:

e Benefit requirenents;
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* Requirenents relating to the inclusion or treatnent of
provi ders; and

e Coverage determ nations (including related appeal s and
gri evance processes).

Duri ng the devel opnment of the June 26, 1998 interimfina
rule, we consulted with the National Association of Insurance
Commi ssioners (NAIC) regarding the proper interpretation of these
provisions. (The NAIC is the organization of the chief insurance
regul ators fromthe 50 states, the District of Colunbia, and four
US. territories.) The interimfinal rule contained an extensive
di scussion of this subject, including providing exanpl es both of
State laws that woul d be preenpted under the M+C statue (such as
"any willing provider |aws" that woul d mandate the inclusion of
specific types of providers or practitioners) and of State
requi renents that would continue to apply (such as a requirenent
that all providers and practitioners be licensed by the State and
conply with scope of practice laws). W asserted our intention
to adopt a narrow interpretation of the applicability of the
three areas of specific preenption in order to ensure that any
regul atory preenption of State | aw woul d be restricted to the
m ni mum | evel necessary consistent with the BBA. State and | ocal
officials then had an opportunity to participate in the
rul emaki ng process through their public conments on the MtC

interimfinal rule.
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For the nost part, commenters representing State governnents
supported HCFA' s narrow interpretation of the BBA s specific
preenpti on provisions. (See section Il.I of this final rule for
a full discussion of coments on these provisions.) The nost
not abl e exception to this general support was the contention by
one State that its mandatory drug benefit |aws should not be
preenpted by the M+C benefit provisions; but we continue to
believe that the specific preenption of "benefit requirenents”
under section 1856(b)(3)(B) of the Act clearly contradicts the
State's contention. Mreover, we believe that our genera
approach is fully consistent with the "Special Requirenents for
Preenption” set forth in section 4 of Executive Order 13132.
This section directs that an agency take action to preenpt State
| aw only where the exercise of State authority directly conflicts
with the exercise of Federal authority under Federal |aw or there
is other clear evidence (such as an express statutory preenption
provi sion) to conclude that Congress intended the agency to have
the authority to preenpt State law. It also provides that any
regul atory preenption of State |aw be restricted to the m ni num
| evel necessary to achieve the objectives of the rel evant
statute. In conclusion, we believe that the concerns of State
and | ocal officials have been net to the greatest possible
extent, consistent with the BBA s preenption provisions.

B. Waiver of Notice of Proposed Rul enaki ng
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We ordinarily publish a notice of proposed rul emeking in the
Federal Register to afford a period for public coments before
issuing a regulation in final form However, we may wai ve t hat
procedure if we find good cause that prior notice and comment are
i npractical, unnecessary, or contrary to the public interest. In
addi tion, section 1871(b)(2)(B) of the Act provides that a notice
of proposed rulenaking is not required if a statute establishes a
specific deadline for inplenmentation of a provision that is |ess
than 150 days after the enactnent of the statute in which the
deadline is contained. Finally, Congress provides in certain
cases by statute for the publication of a final rule w thout
prior notice and comment.

For the nost part, the changes to the MtC regul ati ons set
forth in this final rule with comment period result from our
review of the public comments on the June 26, 1998 interimfina
rul e that established the MtC program Congress expressly
aut hori zed the publication of that final rule w thout prior
notice and conment in section 1856(b)(1) of the Act. To the
extent the provisions of this final rule respond to coments on
that rule, they will have been subjected to prior notice and
conmment. However, as discussed in detail in section |.Cof this
preanble, this rule also makes conformng revisions to the
regul ati ons that are necessary to reflect changes to the MC

statute resulting fromthe BBRA (Pub. L. 106-113) which was
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enacted on Novenber 29, 1999. These changes in requirenments and
new requi renents or provisions were enacted by Congress, and
woul d be in effect without regard to whether they are reflected
in conform ng changes to the regulations text, since a statute
controls over a regulation. 1In this final rule, we nerely have
revised the regulations text to reflect these new statutory

provi sions, as we interpret them |In nost cases, the BBRA

provi sions have nerely been incorporated virtually verbatim wth
no interpretation necessary. Exanples of such provisions
include: the earlier availability of alternative Medicare
enrol | ment options and the elimnation of the lock-in rules for
institutionalized individuals under section 501 of the BBRA
changes in the effective date of el ections under section 502, the
ext ensi on of Medicare cost contracts under section 503, the

nodi fication of the 5-year re-entry rule after contract

term nations under section 513, flexibility to tailor benefits
under an M+C pl an under section 515, the delay until July 1 in

t he deadline for ACR subm ssions under section 516, the reduction
in the adjustnent in the national per capita MtC growth

per cent age under section 517, the new deem ng provisions in
section 518, the revised quality assurance requirenents for PPCs
under section 520, and the user fee provisions in section 522.

For these types of provisions, we do not believe that publishing

a notice a proposed rul emaking is necessary, nor would it be
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practical given that a nunber of the provisions have already
taken effect consistent with effective dates established under
the BBRA. (For exanple, the changes in the effective date of

el ections and the new quality assurance requirenents for PPCs
took effect on January 1, 2000, and several other provisions were
ef fective upon enactnment of the BBRA.) In addition, we believe
that it would be contrary to the public interest to del ay

i npl enentation of these provisions until the process of
publ i shing both a proposed and a final rule could be conpl eted.
Finally, we note that the BBRA was enacted on Novenber 29, 1999;

t hus publication of a notice of proposed rul emaking is not

requi red under section 1871(b) of the Act before inplenenting any
new statutory provisions that took effect upon enactnment or on
January 1, 2000. Thus, we find good cause to wai ve proposed

rul emaki ng for these provisions. W are, however, providing a
60-day period for public conment on those provisions.

In the case of two BBRA provisions, we have reflected our
interpretation of the provisions in the regulations text. This
interpretation is already in effect, and has been applied, as the
provisions in question are already in effect. These provisions
are section 501(c) of the BBRA, which permits an M+C organi zation
that has reduced a plan service area to offer continued
enrollment to current enrollees in all or a portion of the

reduced areas, and section 512 that introduces "bonus paynents”
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to encourage organi zations to offer MtC plans in areas w thout
such plans. Both of these provisions are discussed in detail in
section |.C of this preanble, and both required a |imted anount
of interpretation of the statute in order to inplenent the
provisions on a tinely basis. For exanple, with regard to the
conti nuation of enrollment option (which was effective upon
enact nent of the BBRA), we have clarified that an MtC
organi zation may offer enrollnent in any plan it offers in the
affected area, rather than solely the plan in which an i ndividua
was previously enrolled. This clarification results in greater
flexibility for MtC enroll ees and is consistent with our
interpretation of a simlar statutory provision affecting
individuals with ESRD. Simlarly, with regard to the bonus
paynment provisions (which took effect as of January 1, 2000), we
have indicated that if an M+C organi zati on or organi zati ons
offers two or nore new plans sinultaneously in a given area, the
organi zati on coul d receive the bonus paynents for each new pl an.
We believe this interpretation of the statute clearly is
consistent with legislative intent to pronote the availability of
nore MrC al ternatives for Medi care beneficiaries.

Policy clarifications of this [imted nature were essenti al
to i nplenent these BBRA provisions in a clear and tinely manner.
Again, it would have been inpractical and contrary to the public

interest to proceed with proposed rul emaki ng before inplenenting
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the interpretive policies |inked with these provisions, nor is
such rul emaki ng required under section 1871(b) of the Act. Thus,
we believe that the "good cause" exenption to notice and conment
rul emaking is equally applicable for these BBRA provisions as for
the others discussed above, and the sanme 60-day period for public
comment applies.

C Responses to Comments

As di scussed above, a limted nunber of the provisions set
forth in this final rule are subject to a 60-day comment peri od.
Because of the |arge nunber of itenms of correspondence we
normal ly receive on a rule, we are not able to acknow edge or
respond to themindividually. W wll, however, consider al
comments that we receive by the date specified in the DATES
section of this preanble and, if we proceed w th subsequent

rul emaking, we will respond to the comments in that docunent.



